English Version

We invite you to the study titled “The effect of auricular vagus nerve stimulation on pain and
quality of life in patients with Fibromyalgia Syndrome” directed by Nazh Kutlu, Bahgesehir
University graduate student. Before deciding whether or not to participate in this research,
you need to know why the research was done, the benefits and risks it will bring to you. For
this reason, it is important to read and understand this form. Read the information below
carefully and ask the researcher if there are places you do not understand or want more
information.

Participating in the research is completely voluntary. You have the right not to participate in
the study or to quit at any time.

Purpose of the research:

The aim of this study is to investigate the effect of exercise applications with auricular vagus
nerve stimulation on common pain in people who experience pain related to fiboromyalgia at
certain intervals but have not received any treatment for this pain.

The method and procedures to be followed:

The aim of the study; To evaluate the effect of auricular vagus nerve stimulation applied to
patients with fibromyalgia syndrome (FMS) in addition to exercise therapy on pain and
quality of life. For this purpose, 60 female patients between the ages 18-50, who are
diagnosed with FMS according to the ACR 2010 diagnostic criteria, will be randomly divided
into 2 groups of 30 people. Exercise treatment in the form of 20 sessions home program for
the first group, 20 sessions in the form of 20 sessions home program in addition to the
exercise treatment in the form of 20 sessions home program. and its frequency is 10 Hz.
auricular vagus nerve stimulation will be applied. Patients before and after treatment; Visual
Analogue Scale (VAS) for pain, Beck Depression Scale for depression, Beck Anxiety Scale for
anxiety, FIQ for functional evaluation, and SF-36 for quality of life.

You are expected to provide clear answers to the questions that will be asked during the
evaluation.

| ettt et et b ehesreer b et e a e sbeeheeneeer e s benneeaneeras (Name-surname of the volunteer)

| have read all the comments on the Informed Volunteer Consent Form. The written and
verbal explanation to me about the research mentioned above and its purpose was made by
the researcher mentioned below. | fully accepted the scope and purpose of the work | was
asked to participate in, voluntarily my responsibilities. | know that | voluntarily participated
in the research, | can leave the research with or without justification at any time, and | can



be excluded from the research by the researcher, regardless of my own will. In these
conditions, the said research; | agree to participate with my own consent without any
influence.

The researcher's;

Name Surname: Nazh Kutlu
Phone Number: 0531 835 14 52
Volunteer’s

Name and surname:

Phone number:

Signature:

Date:

Turkish Version:

Sizi Bahcesehir Universitesi Yiiksek Lisans 6grencisi Nazli Kutlu tarafindan yénetilen
“Fibromiyalji Sendromlu hastalarda aurikiiler vagus sinir uyariminin agr1 ve yasam kalitesi
iizerine etkisi” baslikh arastirmaya davet ediyoruz. Bu arastirmaya katilip katilmama kararini
vermeden once , arastirmanin neden yapildigini, size getirecegi fayda ve riskleri bilmeniz
gerekmektedir. Bu nedenle bu formun okunup anlasiimasi énemlidir. Asagidaki bilgileri
dikkatlice okuyunuz anlamadiginiz veya daha fazla bilgi almak istediginiz yerler olursa
arastirmaciya sorunuz.

Arastirmaya katilmak tamamen gondllilik esasina dayanmaktadir. Calismaya katilmama

veya herhangi bir anda calismadan ¢ikma hakkina sahipsiniz.
Arastirmanin Amaci:

Bu arastirmanin amaci, giinliik yasaminda belirli araliklarla fibromiyaljiye bagli agri
sikayetleri yasayan fakat bu agrisina yonelik herhangi bir tedavi gormemis kisilerde aurikular
vagus sinir stimiilasyonuyla egzersiz uygulamalarinin yaygin agrilar Gzerindeki etkisinin
arastirilmasidir.

izlenecek olan yéntem ve yapilacak islemler:

Calismanin amaci; Fibromiyalji sendromlu (FMS) hastalarda egzersiz tedavisine ek olarak
uygulanan aurikiler vagus sinir uyariminin agri ve yasam kalitesine etkisini
degerlendirmektir. Bu amacla, ACR 2010 tani kriterlerine gére FMS tanisi konan, 18-50 yas
arasl, 60 kadin hasta rastgele yontemle 30’ar kisilik 2 gruba ayrilacaktir. 1. gruba 20 seans ev
programi seklinde egzersiz tedavisi, 2. gruba 20 seans ev programi seklinde egzersiz



tedavisine ek olarak 20 seans gilinde 20 dk. ve frekansi 10 Hz. olacak sekilde aurikiler vagus
sinir stimilasyonu uygulanacaktir. Olgular tedavi 6ncesi ve sonrasi; agri acisindan Viziel
Analog Skalasi (VAS), depresyon acisindan Beck Depresyon Olgegi, anksiyete agisindan Beck
Anksiyete Olgegi, fonksiyonel degerlendirme agisindan FIQ ve yasam kalitesi acisindan SF-36
ile degerlendirilecektir.

Sizden beklenen degerlendirme sirasinda sorulcak olan sorulara agik ve net cevaplar
vermenizdir.

BN et e st e sae e nre e ( gonullinln adi-soyadi)

Bilgilendirilmis Gonilli Olur Formundaki tim agiklamalari okudum. Bana, yukarida konusu
ve amaci belirtilen arastirma ile ilgili yazili ve s6zli agiklama asagida belirtilen arastirmaci
tarafindan yapildi. Katilmam istenen ¢alismanin kapsamini ve amacini, génulli olarak
Uzerime disen sorumluluklari tamamen kabul ettim. Arastirmaya gonulli olarak katildigimi,
istedigim zaman gerekgeli veya gerekgesiz olarak arastirmadan ayrilabilecegimi ve kendi
istegime bakilmaksizin arastirmaci tarafindan arastirma disi birakilabilecegimi biliyorum. Bu
kosullarda s6z konusu arastirmaya; baski ve zorlama olmaksizin kendi rizamla katilmayi kabul
ediyorum.

Arastirmacinin ;

Adi Soyadi: Nazli Kutlu

Telefon Numarasi: 0531 835 14 52
Gonilliiniin ;

Adi Soyadi:

Telefon Numarasi:

imzasi:

Tarih:



